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- The MAILING DATE ofthis communication appears on the cover sheet with th correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under ttie provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- NO penod for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment See 37 CFR 1.704(b). «u^eany 

Status 

1)^ Responsive to communication(s) filed on K/h^Q ^ 
2a)n This action is FINAL. 2hM This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Quay/e, 1935 CD. 11, 453 O.G 213 
Disposition of Claims 

4) ^ Claim(s) 1-34 is/are pending in the application. 

4a) Of the above claim{s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) n Claim(s) : is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) [S Claim(s) 1-34 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)0 accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 , 85(a). 

11) 0 The proposed drawing con-ectlon filed on is: a)^ approved bO disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

aOAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a daim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachnient(s) 

1) S NoUce of References Cited (PTC>892) 4) □ Interview Summary (PTCM13) Paper No(s) 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) LJ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Election/Restrictions 

Restriction is required under 35 U.S. C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 1, 2 and 7, drawn to an isolated polypeptide. 

Group II, claim(s) 3-6, drawn to a fusion protein comprising said polypeptide and a membrane 
penetrating peptide. 

Group in, claim(s) 8- 1 4, 1 8 , 2 1 -27, 3 1 and 34, drawn to a method of activating a CFTR protein 
using said polypeptide. 

Group IV, claim(s) 15-17, and 28-30, drawn to a method of activating a GFTR protein using a 
mutant of CFTR polypeptide, which fails to undergo full activation. 

Group V, claim(s) 19, 20, 32 and 33, drawn to a method of activating a CFTR protein using a 
nucleic acid encoding said polypeptide. 

The inventions hsted as Groups I-V do not relate to a single general inventive concept under 
PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: 

The isolated polypeptide of Group I is not itself an advance over the prior art because Riordan et 
al (Science, 1989, 245:1066-1073) discloses a polypeptide comprising the amino acid sequence 
of SEQ ID NO: 2 with 100% sequence identity (see appended computer printout of sequence 
search results), rendering said polypeptide of Group I among the other, not novel. Thus the 
technical feature of the polypeptide sequence is not special and the groups are not so Unked 
under PCT Rule 13.1. Additionally, the claimed methods in groups II- V have distinct method 
steps, apply different active ingredients, and produce different results, which are not coextensive, 
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and do not share the same technical feature, and therefore, they do not relate to a single inventive 
concept. 

This appUcation contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so hnked as 
to form a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

Species A - SEQ ID N0:3, 
Species B - SEQ ID N0:4, 
Species C- SEQ ID NO: 5. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, apphcant must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 

The claims are deemed to correspond to the species Usted above in the following manner: 

Claims 3-6, in part: species A, 
Claims 3-6, in part: species B, 
Claims 3-6, in part: species C. 

The following claim(s) are generic: 3 and 4. 

The species listed above do not relate to a single general inventive concept under PCT Rule 13.1 
because, under PCT Rule 13.2, the species lack the same or corresponding special technical 
featiu*es for the following reasons: 

Species A-C are directed to different polypeptides. Each SEQ ID NO set forth above has distinct 
chemical, and structural properties, and therefore, each does not share a special technical feature 
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with the other within the meaning of PCT Rule 13.2, and thus do not relate to a single invention 
concept within the meaning of PCT Rule 13.1. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be fraversed (37 CFR 
1.143). 
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Advisory Information: 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 703-305-1345. The examiner can normally be reached on Monday - Friday 
from 9:00 AM to 6:00 PM. 

If attempts to reach , the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler, can be reached on (703) 308-6564. The fax phone number for the 
organization where this application or proceeding is assigned is 703-308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0 1 96. 




ELIZABETH KEMMERER 
PRIMARY EXAMINER 



Dong Jiang, Ph.D. 
Patent Examiner 
AU1646 
8/18/03 



